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W'lW aflr ^fTVTT ffdJW 
f^nr) 

^ 7 ITTTft, 1095 

?TT.*FTHf^ 5 7 (^) ' HTliTT *ffT ^ 

i fk^ ^*nT ^ 3fk ^ ftrf^- 

Prf^^t % ttpYt ^ (t aftr lim ^ 

TTH ify WR^rr fii^T ^ UTRIPT^ ^ 

S f^: rr Pptit srtr aftr- 

P 13 feu TTTT, 

(PT, 5R, qr^n^, aiWftr 5flFr niqift trftrfem. 

1940 (1949 "pf 23) urn &m ^ 

flIT>T Jrr, -ifTP^ UT:|qT ^iTTTWr sftT Tfen HuSU'H 

qT-T^.pT. 57H (fl'). mi!m 23 19^3 

feqfewR aflr ufito <rqi^^ r— 

gw ^ ^Tof^ if, w q*WTt^ 51 

srf^rffeit ^ pTTqt^rfer w; tqife fffJJT ^T;rqrj 

^' 52 . UTTf^ qmtw u P(T??r^^ij^ 


(w) ^^w flftTT TO ^ ^ 

Jf^wqfeT if PT Rfirfafl wfer 

UtfrPT—50 ?f 90 Pitfb fl frT 
S5T ?nurtlTIT*-24fl 290 Mhftw 

* UtftlHT iftiFR-- 1:1% wfH 
3 : 1 UWfTO I 

{^) TO TT qtTfH^ 

iTTVlfT^ TT'l'ih if fejrf^rftlfr 38?lfel 

utfer^T'- 50 90 fi?fTttT>^T 

wTfaqr— 290 Pnf srifqqVr if isrOto » 

^ 51 T JtfTOdm % RU if 50 
TTHT if sfiT 8U flnr if ^RfTO ^ 
r 

(q) afU- ifj 5T^!Tifr3R {? 

if 3iT^ ferfe: ^Tofer ^ injTnT % irfir- 

ftw hjt?t sfrfej ^ TOif I erh: ''wtw 

?rtef; tot'" ^ fer ilW WFH TT 

TOnr 11 
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(I) 








. 2 

(if) »frt (tWto ipj ?rr>ff *f iftift qt 

■ijKiTMiio ITT ^^rrtiT 11^^ sraffiz ^ iifii' i 

[Tf. I^ 110 14/e/04r-lt.tClT.lHr. Ti¥>ft.TI«.T{,] 

fTSRf ^r, #5W 

ITT? ftomt: 

T^w tirrn ^ ttims *f iunftF? ^[^ fimtf 

ftrn f^ii^ 2j' 7*83 m.TTI.pT. S78 (w) TI wq5f|^? 

(iiTiiT, tttS Pimftrfim sn sifts? fiprr ititt;— 

1. ST.^l.f?. it. 49 (w),ftiTtfr 31-1-1984 
3. SI,TT.f?.lt, 332 (*r),ftiTW 3-S-1884 
3. ST.'FT.Pr. TT. 863 {s),ftith? 22-11-1985 
4- Sr.Tt.PT. S, 700 {s),fiRf4r is-e-198ft 
s. m.sT.f?, s, 10S7 (sr),ft?K s-ii-ss 
6 SI.TT.pT. S. 743 (W), ftifi?; 10-8-1989 
7- W.m.pT. S, 999 26-12-1990 

8. ST,?T.riI. S, 69 (s),f5ttTtS 11-2-1991 

9. sr.w.f?, s, 304 (w),f5rTn6 7-6-1991 
10 TTT.TT.fiT. S. 444 (w),ft?Ti4! 30-4-1092 

*frra srtr SRTs? irruift ftinr, 194s, i*s*79 iwt 
itiftftW WlTWI sft? IT^R TrTTW (WTTO( fqini) 3^^ 

sfWs sftTJTirTEPT must, sfuftiTiT wVt PnPT ('ft.Tt. 
^t.cTS.) ttft ir^TtfiTTf f!, | t (rtistit sw Pmif *f 

STW ^ ST? 2 (3) ( 1) ? JWfrflRf 

41 fS^Hist STTT SlitftW ?? t ■— 


1. 

ffT.TT.pT. 

J241,sifts 6 - 10-1979 

2- 

?TT .W. PT , 

1242,sifts 6-10-1979 

3* 


1243,SrflS 6-10-79 

4- 

W, TT . * 

1281. sifts 12-10-89 

5. 


430,sifts 19-4-80 

6- 

^TT. W>T * 

779,aTftS 26-7-80 

7- 

m*TT*PT* 

540(s),Sifts 22-9-80 

6. 

^ tTT , fH H 

880, ST^ 5-12-80 

9* 

.ft, 

681 (fl),SrftS 5-12-80 

10. 


e82(s),StftS 5-12-80 

11* 

^TT yWl H ft * 

27{S),sifts 17-1'Bl 

12* 

fll.Tl.ft. 

478(S),sifts 6-6-81 

13. 


G2(S),sifts 15-2-82 

14. 

.ft. 

402 (s),STiftr 22 - 6-82 | 

]5. 

?rrHTT.ft, 

SIO(S),sifts 26-7-82 

16. 

(fl.Tt.ftn 

13(S),Sifts 26-7-82 

17- 

^.TT.ft 

318(S),sifts 1-5-84 

16. 


331(S), sifts 8-5-84 

19. 

^TTHl5THft 

40O(«}, sifts 20-6-84 

20* 

m.fTT.ft. 

4 e 7 (s).Sifts 2-7-84 

21* 

^TT.^.ft. 

e 9 {S),STftS 10-2-85 

22- 

*ft * 

78e(S),STflS lO-lO 85 
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23. ST.W.fSr, 17{s),srfts 7-1-86 

24. St.4?.fSt. I 049(?),mftS 29-5-60 

25. ST sr.fs. ioeo{4r),sTfw s- 6-80 

26 . SI .si.Pt. iiis(s),(n<tn 30 - 9 -B6 

27. ST. ST.fir. 7l(s), 3 0-T-87 

28. ST.Sr.fs, S70(s),SrdTS 12-6-87 

29. ST. ST. fir. 620(s),?rTft» 2-7-83 

30. SI.ST.fir, 792(s),frrfr« 17 - 9-87 
31- ST.ST.fs. 37l(S),?rrttS 14 - 3-88 

32. ST.ST.Pt, 7S(w), sifts 2-6-88 

33. SI.ST.^, 67S(W),sifts 2-6-88 

34. ST.SI.fir. 67e(S),sifts t6-B8 

35. SI.ST.PT. 677(S)(STftS 2-6-88 

36. Sl.Sf.Pt. 68l(s),SrftS 6-6-83 

37. ST.ST.ft. 73S(S),sifts 24-6-88 

38. ST.SI.ft. 813{S),sifts 27-7-88 

39. ST.ST.ft. 944(s),SrftS 21-9-88 

40. ST.ST.ft, 43{s),SRtS 20-1-89 (l[fWS) 

41. SI.ST.ft. 44(S),Sifts 20-1-89 (i[ftnw) 

42. ST.ST.ft. loo(s),sifts 14-2-89 (ijfirnt) 

43. ST,ST.ft. 443(S),sifts 12-4-89 (?fiss) 

44. sr.sr.ft, 588{s), srfts 2-6-89 (l[fe9W) 

45. ST.ST.ft. e9l{s),sifts 11-7-89 
40. Si. ST,ft. 784(s),S,flS 28-8-89 

47. Sl.sr.ft, 10(s), sifts 1-10-89 

48. ST.ST,ft. 73l{s),Stfrs 23-8-90 

49. ST.ST.ft, 89S(S),sifts 25-10-90 

50. sr.sr.ft. 11{S), Sifts 7-1-91 

51. sr.sr.ft. 223{s),srfts 19 - 4-91 

52. sr.sr.ft. 246(s),sifts 1-5-91 

53. ST.ST.ft. 30l(s),sifts 7-0-91 

54. sr.sr.ft, 302(S),STftS 7-6-91 

55. Sr.SI.ft. 49l{s),srfts 25-7-91 

56. sr.sr.ft, 49S(s),STTtS 2S-7-91 

57. sr.sr.ft, 532(s),sifts 14-8-91 

58. Sr.SI.ft. 620 (s),sifts 14-10-91 

59. sr.sr.ft, ae8{s),sifts7-11-91 

60 . sr.sr.ft, 73o(s),srfts 10 - 12-61 

61 . sr.sr.ft, S8(s),srfts 22-1-92 

62. sr.sr.ft, 30S(s),sifts 4-3-92 (qRi'rs) 

63 . sr.sr.ft. 44S(s),sifts 30-4-92 

64. St.ST.ft, fi97(s), srfts 17 - 6-02 

65. sr.sr.ft, 863(s),SfftS 3-7-92 

66. sr.sr.ft. 723(s),clTfrs 11-8-92 

67. sr.sr.ft, 796(s),srfts 1 - 10-92 

68. sr.sr.ft. 877{s),si'ts 17-11-92 
89, sr.sr.ft. 909{s),sifts 2-12-92 
7t sr.sr.ft, 923(s),sifts 14-12-92 
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71. 27(b), mflW 2Z-1-93 {T[fTW) 

72. 2e(B),mT>ff 22-1-93 

7,1. flT.ipf.Pr. 86 (b),26-2-93 

74. m.JTT.'Pr. 296(B), 24-3-93 

75. ^IT.TI.fk'. 373 (b), irrflW 13-4-93 () 

7fl. flT.'n.Pr. 374 (b), mft^ 13-4-93 (^f^) 

77. TTT.'Pr.f^. 447 (b), HrftW 10-6-93 (BfiriB) 

78. 658(b), 19-10-93 

79- 673(b), iuftu 27-10-93 

:S0. HI.W.fir. I 08 (b), BTObT 22-2-94 

81. JTT.TT.ft. 109 (b), nrttW 22-2-94 

,62. 370(b), irrftW 7-4-94 

83. BT.^T.f^. 466(B),mftw 17 5-94 

84. m.^.Pr, 615 (b), 9-9-94, 

MINISTRY OF HEALTH AND FAMILY 
• WELFARE 
(Department of Health) 
NOTIFICATION 

New Delhi, the 7th February, 1995 

G.S.R. 57(E).—Whereas the Central Govern¬ 
ment is satisfied that the use of certain Patent and 
Proprietary Oral Rehydration Salt preparations do 
not have therapeutic justification and are likely to 
involve risik to human beings and it is necessary 
and expedient to prohibit the manufacture, sale 
and distribution of these drugs in public interest; 

Now, therefore, in exercise of the powers con¬ 
ferred by Section 26'A of the Drugs and Cosmetics 
Act, 1940 (23 of 1940), the Central Government 
hereby makes the following further amendment in 
the Notification of the Government of India in the 
hfittistry of Health and Family Welfare GSR 578 
(E) dated the 23rd July, 1983. 

In the smd notification, in the table, after serial 
number 51 and the entries relating thereto, the 
following shall be inserted, namely:— 

“52. Patent and Proprietai 7 Oral Rehydra- 
tion Salts other than those conforming to 
the following parameters : 

(a) Patent and Proprietary Oral Rehydra¬ 
tion Salts on reconstitution to one 
litre shall contain :— 

Sodium—50 to 90 millimoles 

Total osmolality—240 to 290 milli 
osmoles 

Dextrose : Sodium molar ratio—^Not less 
than 1 : 1 and not more than 
3 : ]. 


(b) Patent and Proprietary cereal based 
Oral Rehydration Salts on reconstitution 
to one litre shall contain;—■ 

Sodium—50 to 90 millimoles. 

Total osmolarity—Not more than 
290 milli osmoles. 

Precooked rice—Equivalent to not 
less than 50 gms and not more than 
80 gms as total replacement of 
Dextrose. 

(c) Patent and Proprietary Oral Rehydra¬ 

tion Salts (ORS) may contain amino- 
acids in addition to Oral Rehydration 
Salt conforming to the parametws 
specified above and labelled with the 
indication for “Adult Choleratic 
Diarrhoea only”. 

(d) Patent and Proprietary Oral Rchydra- 
tion Salts ahall not contain mono or 
Polysaccharides or saccharin sweeten¬ 
ing agent. 

[No. X. 110I4[8]9‘1-DMS&PFA] 
SHAILAJA CHANDRA. Joint Secy. 

Foot Note : 

The Principal notification was published in the 
Gazette of India vide GSR No. 578(E) dated 
23-7-83 and subsequently amended by ;— 

1. GSR No. 49(E), dated 31-1-1984. 

2. GSR No. 322(E), dated 3-5-1984. 

3. GSR No. 863(E), dated 22-11-1985. 

4. GSR No. 700(E), dated 15-6-1988. 

5. GSR No. 1057(E), dated 3-11-1988. 

6. GSR No. 743(E), dated 10-8-1989. 

7. GSR No. 999(E). dated 26-12-1990. 

8. GSR No. 69(E), dated 11-2-1991* 

9. GSR No., 304(E), dated 7-6-1991. 

10. GSR No. 444(E), dated 30-4-1992. 

11. GSR No. II 1(E). dated 22-2-1994. 

Note : The Drugs & Cosmetics Rules. 1945 as 
amended upto 1-5-1979 is contained in the pub¬ 
lication of the Ministry of Health & Family Wel¬ 
fare (Department of Health) containing the Drugs 
& Cosmetics Act and the Rules (PDGHS-61) Sub¬ 
sequently the said rules have been amended by the 
following notifications published in Part II, Section 
3, Sub-section (i) of the Gazette of India, name¬ 
ly 

1. GSR 1241 dated 6-10-1979 

2. GSR 1242 dated 6-10-1979 

3. GSR 1243 dated 6-10-1979 
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4. GSR 1281 dated 12-10T979 

5. GSR 430 dated. 19-04-1980 

6. GSR 779 dated 26-7-1980 

7. GSR 540(E) dated 22-9-J980 

8. GSR 680(E) dated 5-12-1980 

9. GSR 631(E) dated 5-12-1980 

10. GSR 682(E) dated 5-12-1980 

n. GSR 27(E) dated 17-1-1981 

12. GSR 478(E) dated 6-8-1981 

13. GSR 62(E) dated 5-2-1982 

14. GSR 462(E) dated 22-6-1982 

15. GSR 510(E) dated 26-7-1982 

16. GSR 13(E) dated 7-1-1983 

17. GSR 318(E) dated 1-5-1984 

18. GSR 331(E) dated 8-5-1984 

19. GSR 460(E) dated 20-64984 

20. GSR 487(^ dated 2-7-1984 

21. GSR 89(E) dated 16-2-1985 

22. GSR 788(E) dated 10-10-1985 

23. GSR 17(E) dated 7-1-1986 

24. GSR 1049(E) dated 29r8-1986 

25. GSR 1060(E) dated 5-9-1986 

26. GSR 1115(E) dated 30-9-1986 

27. GSR 71(E) dated 30-1-1987 

28. GSR 570(E) dated 12-6-1987 

29. GSR 626(E) dated 2-7-1987 

30. GSR 792(E) dated 17-9-1987 

31. GSI^ 371(E) dated 24-3-1988 

32. 75(E) dated 276-1988; 

33: GSR 675(E) dated 2-6-1988 

34. GSR 676(E) dated 2-6-1988 

35. GSR 67T(E) dated 2-6-1988 

36. GSR 680(E) dated 6-6-1988 

37. GSR. 735(E) dated 24-6-1988 

38. GSR 813(E) dated 27-7-1988 

39. GSR 944(E) dated 2-9-1988 Corrigen¬ 

dum 

40. GSR 43(E) dated 20-1-1989 Corrigen¬ 
dum 

41. GSR 44(E) dated 20-1-1989 Corrigen¬ 
dum 

42. GSR 100(E) dated 14-2-1989 Corrigon- 
dum 

43. GSR 443(E) dated 12-4-1989 

44. GSR 588(E) dated 2-6-1989 Corrigen¬ 
dum 


45. GSR 691(E) dated 11-7-1989 

46. GSR 784(E) dated 28-8-1989 

47. GSR 16(E) dated 10-1-1990 

48. GSR 731(E) dated 23-8-1990 

49. GSR 865(E) dated 25-10-1990 

50. GSR 11(E) dated 7-M991 

51. GSR 223(E) dated 19-4-1991 

52. GSR 246(E) dated 1-5-1991 

53. GSR 301(E) dated 7-6-1991 

54. GSR 302(E) dated 7-6-1991 

55. GSR 49(E) dated 25-7-1991 

56. GSR 495(E) dated 25-7-1991 

57. GSR 532(E) dated 14-8-1991 

58. GSR 626(E) dated 1-10-1991 

59. GSR 688(E) dated 1-11-1991 

60. GSR 730(E) dated 10-12-1991 

61. GSR 59(E) dated 22-1-1992 

62. GSR 305(E) dated 4-3-1992 Corrigen¬ 
dum 

63. GSR 445(E) dated 30-4-1992 

64. GSR 597© dated 17-6-1992 

65; GSR 663©, dated 3-7-1992 

66. GSR 723© dated 11-8-1992 

67. GSR 796© dated 1-10-1992 

68. GSR 877© dated 17-11-1992 

69. GSR 904© dated 2-12-1992 

70. GSR 923© dated 14-12-1992 

71. GSR 27© dated 22-1-1993 (Corrigen¬ 
dum) 

72. GSR 28© dated 22-1-1993 

73. GSR 86© dated 26-2-1993 

74. GSR 296© dated 24-3-1993 

75. GSR 373(E) dated 13-4-1993 (Corrigen¬ 
dum) 

76. GSR 374© dated 13-4-1993 (Corrigen¬ 
dum) 

77. GSR 447(E) dated 10-6-1993 (Corrigen¬ 
dum) 

78. GSR 588© dated 19-10-93 

79. GSR 673(E) dated 27-10-93 

80. GSR 108© dated 22-2-94 

81. GSR 109(E) dated 22-2-94 
32. GSR 370fE) dated 7-4-94 

83. GSR 466(E) dated 17-5-94 

84. GSR 615© dated 9-8-94. 
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